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Phan 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ki thuat
1.1. Gidi thigu chung vé dw an/dw todan mua sam, gdi thiu

- Tén du toan: Mua sam hoéa chat, vat tu xét nghi¢m cho Bénh vién San -
Nhi1 Ca Mau nam 2025 - 2026.

- Tén goi thau: Goi thau so 10: Hoa chat twong thich cho may mién dich
1Flash 1800.

- Gia goi thau (da bao gom VAT): 2.198.175.000 VND.

- Nguén von: Nguf’in thu tur hoat dong su nghi€p cua don vi.

- Hinh thtc lua chon nha thau: Pau thau réng rdi trong nudc qua mang.
- Phuong thtrc dau thau: 01 giai doan, 01 thi ho so.

- Thoi gian to churc lua chon nha thau: 150 ngay.

- Thoi gian bat dau t6 chtrc lua chon nha thau: Quy I11/2025.

- Loai hop dong: Theo don gia co dinh.

- Thoi gian thuc hién hop dong: 24 thang.

- Tuy chon mua thém: Khong ap dung.
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1.2. Yéu cau vé ky thudt

Tén danh muc X . o Quy cach tham N o iy - A £y o~ n . .
STT hang hioa SO lugng Don vi tinh khio Mo ta tinh nang va thong so ky thuat co’ ban (hoac twong duwong)
Nude ria cho ma Tinh nang :Dung dich rua dung cho may mién dich
l midn dich J 200 Hop 10L /hdp Thanh phan: 10L/hgp, gom: Bém Phosphate va1 0.05% ProClin 300
' T1€u chuan: ISO 13485:2016
Co chat phat quang Tinh nang: Co chat phat quang dung cho gia1 doan tién phan img mién
dung cho giai1 doan . G T dich
. tién phan img mién o P SV LA AR Thanh phﬁn o6m: Hydrogen peroxide solution
dich T1€u chuan; ISO 13485:2016
Co chat phat quang Tinh nang: Co chat phat quang dung cho phan ‘g mién dich
3 dung cho phan img 24 Hop 220 mL*4 /hop | Thanh phan gom: Sodium hydroxide solution
mién dich Tiéu chuan: ISO 13485:2016
A glfn% llfélﬁéunli isél; 19 16 1000 cuvettes /ta1, | Tinh nang: Giéng phan mg sir dung cho may mién dich
IS Py y P 2 thi/hop Tiéu chuén; ISO 13485:2016
5 R i . i 24 Hop 2%45 mL/h¢p Tinh nidng: Nude rira kim dung cho may mién dich
mién dich
Dung dich pha loang . . . Tinh ning: Dung dich pha loAng mau
° mAu 4 Hop 275mbLhop | Tiay chuan: 1SO 13485:2016
Tinh nang: Thube thu dung kiém chuan cho xét nghiém 25-OH Vitamin D,
TSH, ant1-TPO, Tg, Ant1-Tg, FT3, FT4, T3, T4, FSH, LH, HCG, Prolactin,
, 9 PROG, DHEA-S, E2, TESTO, Cortisol, Insulin, C-peptide, PTH, Ferritin,
Tpu(’ic thu kiem cTnl, CK-MB, MYO, Folate, VB12
7 chuan Immunoassay 24 Hop 2*%3mL + 2*3mL | Thanh phan: , ‘
Mult1 Mitrc 1: 3.0mLx2 lo, Chira cac chat phan tich trén danh sach, nén huyét
thanh nguot, 0,1% ProClin 300 , ‘
Mitrc 2: 3.0mLx2 lo, Chira cac chat phan tich trén danh sach, nén huyét
thanh ngudi, 0,1% ProClin 300
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Thudc thi kiém
chuan Tumor Marker
Mult1

20

2*¥3ImL + 2*3mL

Tinh nang: Thuodc thir dung kiém chuan cho xét nghiém AFP, CEA,
CA125, CA15-3, CA19-9, Free PSA, TPSA

Thanh phan:

Mire 1: 3.0mLx2 lo, Chira cac chat phan tich trén danh sach, huyét thanh
nguot, 0,1% ProClin 300

Mire 2: 3.0mLx2 lo, Chira cic chat phan tich trén danh sach, huyét thanh
nguot, 0,1% ProClin 300

Thudc thir kiém
chuan PCT

2*2.0mL +
2*2.0mL

Tinh nang: Thudc thir dung kiém chuan cho xét nghiém PCT

Thanh phan:

Thép: 2.0 mLx2 lo, PCT tai to hop cua ngudl, Dung dich dém Tris, BSA,
0,05% ProClin 300

Cao: 2.0 mLx2 lo, PCT tai to hop cua nguol, Dung dich dém Tris, BSA,
0,05% ProClin 300

10

Thudc thir dinh luong
Ferritin

20

2%50 Test/Hop

Tinh nang: thuoc thir dinh luong Ferritin

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.5-2,000 ng/mL

Thanh phan: 2x50 test/hdp, gom:

R1: V1 hat thuan tu phu Streptavidin (0.1mg/mL) 0.08 % ProClin 300, 3.5
mL/pack

R2: Chat cdng hop khang thé khang Ferritin ¢6 gan nhin Acridinium-ester
(chudt 0.16 ug/mL) , 0.05% ProClin 300, 4.0 mL/pack

R3: Chat xir Iy mau, ding dich dém PBS, 6.5 mL/pack

R4: Chat cdng hop khang thé khang Ferritin ¢6 gan nhin Biotin (chuét 1.6
ug/mL), 0.05% ProClin 300, 4.0 mL/pack

CALI1, CAL2, CAL3

11

Thudc thir dinh luong
HCG

40

2%50 Test/Hop

Tinh nang: thudc thi dinh lvong HCG

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.5-10,000 mIU/mL

Thanh phan: 2x50 test/hdp, gom:

R1: Vi hat thuén tir phu khang thé khang HCG (chudt 0.1 mg/mL), 0.05 %
ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang HCG ¢6 gan Acridinium-ester (chuot
0.4 ng/mL) 0.1% ProClin 300, 4.0 mL/pack

CALI1, CAL2, CAL3
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-2

Thudc thir dinh luong
Prolactin

20

2%50 Test/HOp

Tinh nang: thuoc thir dinh lugng Prolactin

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.25-200 ng/mL

Thanh phan: 2x50 test/hdp, gom:

R1: Vi hat thuan tir pht khang thé khang Prolactin (chudt 0.1 mg/mL),
0.05 % ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang Prolactin ¢6 gan Acridinium-ester
(chudt 0.067 ug/mL) 0.05% ProClin 300, 4.0 mL/pack

CAL1, CAL2, CAL3

13

Thudc thir dinh luong
LH

20

2%50 Test/HOp

Tinh ning: thude thir dinh lwong LH

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.20-250 mIU/mL

Thanh phan: 2x50 test/hép, gom:

R1: Vi hat thuan tir pht khang thé khang LH (chuét 0.25 mg/mL), 0.05 %
ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang LH c¢6 gan Acridinium-ester (chuot
0.027 ug/mL) 0.05% ProClin 300, 4.0 ml/pack

CALI1, CAL2, CAL3

14

Thudc thir dinh luong
Progesterone

20

2%50 Test/Hop

Tinh niang: thuoc thir dinh lugng Progesterone
Phuong phap xet nghiem: Competitive

Dai1 do: 0.05-40 ng/mL

Thanh phan: 2x50 test/hop, gom:

R1: Vi hat thuén tir phu khang thé khang Progesterone (chudt 0.1 mg/mL),
0.05 % ProClin 300, 3.5 mL/pack

R2: Chat cong hop Progesterone cé gan Acridinium-ester (0.02 ug/mL)
0.05% ProClin 300, 4.0 ml/pack

CALI1, CAL2, CAL3, CAL4

15

Thudc thtr dinh luong
FT3

20

2*50 Test/Hop

Tinh nang: thuée thir dinh luong FT3
Phuong phap xét nghiem: Competitive
Da1 do: 1.0-30 pg/mL

Thanh phan: 2x50 test/hdp, gom:

R1: V1 hat thuan tu phu Streptavidin (0.2 mg/mL), 0.08% ProClm 300, 3.5
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16

Thudc thir dinh luong
FT4

20

2%50 Test/HOp

Tinh niang: thudc thir dinh luong FT4

Phuong phap xét nghiem: Competitive

Dai1 do: 2.0-60 pg/mL

Thanh phan: 2x50 test/hdp, gom:

R1: Vi hat thuin tir phu khang thé khang FT4 (0.15 mg/mL), 0.05%
ProClin 300, 3.5 mL/pack

R2: Chat cong hop FT4 (0.04 ug/mL) c6 gan nhin Acridinium-ester,
0.05% ProClin 300, 4.0 mL/pack

CAL1,CAL2, CAL3,CAL4

17

Thudc thir dinh luong
TSH

20

2%50 Test/HOp

Tinh nang: thuée thir dinh luvong TSH

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.01-100 uIU/mL

Thanh phan: 2x50 test/hép, gom:

R1: Vi hat thuén tir phu khang thé khang TSH (chuét 0.15 mg/mL), 0.05%
ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang TSH ¢é gan nhin Acridinium-ester,
(chudt 0.1 ug/mL), 0.05% ProClin 300, 4.0 mL/pack

R3: Chat dém phan tmg, 0.05% ProClin 300, 4.0 mL/pack

CAL1,CAL2, CAL3

13

Thudc thir dinh luong
AFP

16

2%50 Test/HOp

Tinh nang: thudc thir dinh luong AFP

Phuong phap xét nghiém: Sandwich

Dai1 do: 0.5-2,000 ng/mL

Thanh phan: 2x50 test/hép, gom:

R1: Vi hat thuan tir phu khang thé khang AFP (Chudt, 0.2 mg/mL), 0.08%
ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang AFP ¢6 gan nhin Acridinium-ester,
(chudt 0.276 ng/mkL), 0.1% ProClin 300, 4.0 mL/pack

R3: Chat xir Iy mau, dung dich dém PBS, 6.5 mL/pack

CALlL, CALZ, CALS

19

Thudc thir dinh luong
CEA

12

2%50 Test/HOp

Tinh niang: thudc thir dinh lvong CEA

Phuong phap xét nghiém: Sandwich

Da1 do: 0.6-1,000 ng/mL

Thanh phan: 2x50 test/hép, gom:

R1: Vi hat thuan tir pht khang thé khang CEA (chuét, 0.15 mg/mL),
0.05% ProClin 300, 3.5 mL/pack
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R2: Chét cong hop khang thé khang CEA c6 gén nhan Acridinium-ester,
(chudt 0.08 ug/mL), 0.05% ProClin 300, 4.0 mL/pack
CALI1, CAL2, CAL3

20)

Thudc thir dinh luong
CA 125

20

2%50 Test/HOp

Tinh nang: thude thir dinh lugng CA 125

Phuong phap xét nghiém: Sandwich

Dai do: 1.2-5,000 U/mL

Thanh phan: 2x50 test/hdp, gom:

R1: Vi hat thuan tir pht khéng thé khang CA 125 (chudt, 0.1mg/mL),

21

Thudc thir dinh luong
PCT

2%50 Test/HOp

Tinh nang: thudc thir dinh luong PCT

Phuong phap xét nghiém: Sandwich

Da1 do: 0.03-100 ng/mL

Thanh phan: 2x50 test/hdp, gom:

R1: Vi hat thuan tir pht khang thé khang PCT (chudt 0.12 mg/mL) 0.08%
ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé khang PCT (chuét 0.182 ug/mL) c6 gan nhin
Acridmiume-ester, 0.1% ProClin 300, 4.0 mL/pack

CALI1, CAL2, CAL3

22

Thudc thir dinh luong
25-OH Vitamin D

2*50 Test/Hop

Tinh nang: thudc thir dinh lwong 25-OH Vitamin D

Phuong phap xét nghiem: Competitive

Dai1 do: 5-150 ng/mL

Thanh phan: 2x50 test/hdp, gom:

R1: V1 hat thuan tu phu khanh nguyén 25-OH Vitamm D (0.2 mg/mL),
0.1% ProClin 300, 3.5 mL/pack

R2: Chat cong hop khang thé thang 25-OH Vitamin D ¢6 gan nhan
Acridintum-ester (Chudt 0.047ug/mL), 0.1% ProClin 300, 4.0 mL/pack
R3: Chat xir Iy mau 1, 0.05% ProClin 300, 4.0 mL/pack

R4: Chat xtr Iy mau 2, 4.0 mL/pack

CAL1,CAL2, CAL3, CAL4

Ghi chu:

- Truong hop nha thau du thau hang hoa c6 thong so k¥ thuat tuong duong hodc tot hon so vo1 E-HSMT thi nha thau phai dam

bao hang hoa du thau co thong so k¥ thuat va tinh niang st dung giong vdi cac hang hda yéu cau.
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- “Tuong duong” ¢ nghia la c¢6 dic tinh k¥ thuit twong tu, cd tinh niang sir dung 1a twong duong véi cac vat tu (hoa chat) da
néu tren.

- Nhan hiéu, tén nha san xuat hang hoa neu trong E-HSMT (neu c0) chi mang tinh tham khao, minh hoa cho yeu cau vé ky
thuat cua hang hoa, khong phai tieu chuan danh gia, nha thau c6 thé chao hang hoa cuia hing khac c6 thong so k¥ thuat twong duong
hodc tot hon cac hang hoa néu trén vé dic tinh k¥ thuit, tinh ning st dung, tiéu chuan cong nghé. Nha thau phai 1ap bang liét ké
thong s6 k¥ thuat hang hoéa du thau.
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1.3. Cac yéu cau khac
1.3.1. Cdc véu cau chung:
- Hang hoa phai dugc cap phép luu hanh hop phap tai Viét Nam;

- Xuat xtr, ma hiéu, tén thuong mai, phan loai (d6i vdi hang hoa 1a trang thiét
bi y té theo ‘Nghi dinh 98/2021/ND-CP ngay 08/11/2021 cua Chinh phu v€ quan
ly trang thiét bi y té) yéu cau Nha thau phai chao rd rang, ding quy dinh, dap tng
ycu cau cua E-HSMT;

- Han su dung: Theo quy dinh cua E-HSMT;
- Nhén hang hoa: Theo dung quy dinh ctia phap luit vé ghi nhan hang hoa;

- Pong gbi, bao quan hang hoa: Theo diing yéu cau cia nha san xuat, ngoai ra
viec dong go1 phai phu hop vo1 tung loal phuong tign van chuyen dé chuyén hang
hoa nham phong ngtra moi hu hong trong qua trinh van chuyén, boc dd va cac tac
dong khac cua mo1 truong.

- Dam bao cung tng dung chung loai va du so lugng hang hoa néu trung thau.

- Pam bao kha nang cung cap hang hoa dat yéu cau vé ky thuat, chat Iuong
hang hoa theo yéu cau ciia HO so moi thau trude do thdng qua dau thau rong rai
va ding gia trang thau (ké ca trong truong hop c6 trugt gia trong nam).

- Pam bao thu hoi hang hoa trong trudng hop hang hoa da giao nhung khong
dam bao chat luong hodc c6 thong bao thu hoi cua co quan c6 tham quyén ma
nguyén nhan khong do 16i ciia Chu dau tu.

- Bao hanh:

+ Tho1 gian bao hanh hang hoa theo dung yeu cau ctia ho so moi thau

+ Phuong thitc bao hanh: Khi c6 yéu cau vé bao hanh, Nha thau phai cu
chuyén gia (nhan sy ¢6 chuyén mon phu hop) lien he dé thuc hign cong
tac bao hanh khong cham qua 48 gio ké tir khi nhan duoc yCu cau cua Chu
dau tu. Néu hét thoi gian nay ma Nha thau chua lién hé dé thuc hién cong
tac bao hanh hoac ¢6 lién h¢ nhung khong dap ung theo yéu cau ciia Chu
dau tu thi Chu dau tu co quyén thu€ nha thau khac thuc hién va toan bd
kinh phi thué nay do nha thau chi tra.

- Bao tri: Thoi gian bao tri dinh kv trong thoi gian bao hanh theo tiéu chuan
cua nha san xuat.

[.3.2. Tai lieu chirng minh tinh hop lé cua hang hoa.

- Bang chao dap ung ky thuat (bang so sanh thong s0 k¥ thuat) theo mau tai
myc 1.3.3 Chuong V. De nghi nha thau ké khai day du thong tin, ghi cuy thé tén
tai liéu tham chiéu, so trang va trich dan ndi dung tham chiéu cu thé. Nha thau
phai ndp dong thoi file Word cua Bang chao va ban scan c6 ky dong dau hop 1&.

- Cung cap Catalogue hoac cac tai ligu ky thuat de chu'ng minh thong s0 k¥
thuat theo yéu cau cua E-HSMT d6i véi hang hoa thudc gor thau, néu ngdn ngit
khong phai 1a tieng Viét phai dinh kém ban dich sang tiéng Viét theo quy dinh.
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1.3.3. Bang so sanh thong sé ky thudt chao thau

- Nha thau ké khai day du thong tin theo mau duéi day va cung cap file dinh
dang Word kem E-HSDT cung cép file scan ban in cho chu ky, dong dau hop 1é.
Nha thau phai dam bao va chiu trach nhiém vé sy thong nhat gitra ndi dung file
Word va file Scan hoan toan thong nhat.

BANG SO SANH THONG SO KY THUAT HANG HOA DU THAU

NoOi dung yeu ns
STT |  cu ciia E- N‘?;l?;i‘hgﬁ'g?f Tai liéu tham chiéu
HSM'T
(Nha thau ké khai day
] du cac thong tin yeu
cau)

Muc 2. Ban vé
E-HSMT nay gom c6 cac ban vé& trong danh muc sau day: Khéng cé ban vé
Muc 3. Kiém tra va thir nghiém

Cac kiém tra va thir nghiém can tién hanh gdm co:

- Noi dung kiém tra: Kiém tra toan bo hang héa theo véu cau cia hop
dong.

- Thit nghiém: Theo véu cau cua Chit dau tu

- Truong hop hang hoa khong phu hop voi dac tinh ky thuat, khong dap
ung nhu cac yeu cau cua E-HSMT thi Chu dau tu ¢6 quyen tur choz va Nha thdu
phaz co trach nhigm thay thé hodc tién hanh nhwng dieu chinh can thiét dé dap
ung dung cac yeu cau ve dac tinh ky thuat. Toan bo cac chi phi va chi phi lien
quan cho viéc tién hanh thay thé hodc diéu chinh nay do nha thau chiu.
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